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21 CFR Ch. I (4–1–11 Edition) § 868.2480 

12, 2000, for any lung water monitor 
that was in commercial distribution 
before May 28, 1976, or that has, on or 
before July 12, 2000, been found to be 
substantially equivalent to a lung 
water monitor that was in commercial 
distribution before May 28, 1976. Any 
other lung water monitor device shall 
have an approved PMA or declared 
completed PDP in effect before being 
placed in commercial distribution. 

[47 FR 31142, July 16, 1982, as amended at 52 
FR 17735, May 11, 1987; 65 FR 19834, Apr. 13, 
2000] 

§ 868.2480 Cutaneous carbon dioxide 
(PcCO2) monitor. 

(a) Identification. A cutaneous carbon 
dioxide (PcCO2) monitor is a 
noninvasive heated sensor and a pH- 
sensitive glass electrode placed on a 
patient’s skin, which is intended to 
monitor relative changes in a 
hemodynamically stable patient’s cu-
taneous carbon dioxide tension as an 
adjunct to arterial carbon dioxide ten-
sion measurement. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Cutaneous 
Carbon Dioxide (PcCO2) and Oxygen 
(PcO2) Monitors; Guidance for Industry 
and FDA.’’ See § 868.1(e) for the avail-
ability of this guidance document. 

[54 FR 27160, June 28, 1989, as amended at 67 
FR 76681, Dec. 13, 2002] 

§ 868.2500 Cutaneous oxygen (PcO2) 
monitor. 

(a) Identification. A cutaneous oxygen 
(PcO2) monitor is a noninvasive, heated 
sensor (e.g., a Clark-type polargraphic 
electrode) placed on the patient’s skin 
that is intended to monitor relative 
changes in the cutaneous oxygen ten-
sion. 

(b) Classification. Class II (special 
controls). The special control for this 
device is FDA’s ‘‘Class II Special Con-
trols Guidance Document: Cutaneous 
Carbon Dioxide (PcCO2) and Oxygen 
(PcO2) Monitors; Guidance for Industry 
and FDA.’’ See § 868.1(e) for the avail-
ability of this guidance document. 

[67 FR 76681, Dec. 13, 2002] 

§ 868.2550 Pneumotachometer. 
(a) Identification. A 

pneumotachometer is a device intended 
for medical purposes that is used to de-
termine gas flow by measuring the 
pressure differential across a known re-
sistance. The device may use a set of 
capillaries or a metal screen for the re-
sistive element. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.2600 Airway pressure monitor. 
(a) Identification. An airway pressure 

monitor is a device used to measure 
the pressure in a patient’s upper air-
way. The device may include a pressure 
gauge and an alarm. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.2610 Gas pressure gauge. 
(a) Identification. A gas pressure 

gauge (e.g., bourdon tube pressure 
gauge) is a device intended for medical 
purposes that is used to measure gas 
pressure in a medical gas delivery sys-
tem. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1119, Jan. 16, 1996; 66 FR 38794, July 25, 
2001] 

§ 868.2620 Gas pressure calibrator. 
(a) Identification. A gas pressure cali-

brator is a device intended for medical 
purposes that is used to calibrate pres-
sure-measuring instruments by gener-
ating a known gas pressure. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1119, Jan. 16, 1996; 66 FR 38794, July 25, 
2001] 

§ 868.2700 Pressure regulator. 
(a) Identification. A pressure regu-

lator is a device, often called a pres-
sure-reducing valve, that is intended 
for medical purposes and that is used 
to convert a medical gas pressure from 
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